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EXAMINER'S AMENDMENT 

An examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to applicant, an amendment may be filed as provided by 37 CFR 
1 .3 12. To ensure consideration of such an amendment, it MUST be submitted no later than the 
payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with 
Peter Caroll on 1/19/2005. 

The application has been amended as follows: 

In the claims: 

In claim 23, line 2, the term "A540-derived" has been deleted and replaced with the term 
~A549-derived--. 

Claims 6-10 have been cancelled as being directed to a nonelected invention, said 
election being made without traverse (see the response filed 7/22/2002). 

Reasons for Allowance 

The following is an examiner's statement of reasons for allowance: applicants' 
amendment of the claims has overcome the remaining grounds of rejection from the previous 
office action. The closest prior art for the remaining claims is Leiber et al (Journal of Virology, 
November 1999, Vol. 73, No. 11, pages 9314-9324; cited on the IDS filed 4/9/01 as reference 
no. 25). Leiber et al teaches a similar method for generating minimal adenovirus vectors to that 
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which is recited in the allowed claims, but differs in important ways. For example, the starting 
AAV/ Ad hybrid taught by Leiber et al does not comprise an AAV terminal repeat on the 3' end 
of the gene of interest. In the constructs taught by Leiber et al, the single AAV terminal repeat is 
on the 5' end of the gene of interest (e.g. see Figure 1, Ad . AAV 1 - A1ITR) . More importantly, the 
reference does not teach the use of a cell that expresses of one or more rep proteins to facilitate 
generation of the minimal Adenovirus vectors (see instant claim 12, part (a)-(ii)). Thus, the 
Leiber et al reference does not anticipate the claimed method. 

Nor does the reference make obvious the claimed method. Leiber et al teach, "Taken 
together, our data show that the presence of two intact AAV ITRs flanking a reporter gene 
cassette was required for the effective formation of Aad. AAV genomes. This process did not 
efficiently occur with partially deleted ITRs or oligo-dC and oligo-dG stretches flanking the 
expression cassette." (see page 9317, column 1, 4 th paragraph). This statement, while not a 
teaching away in the sense of teaching the claimed invention would not work, does have the 
effect of raising the bar for any suggestion to modify the teachings of Leiber et al to arrive at the 
claimed invention. For example, there is a related article by the same group published in the 
same journal issue (Steinwaerder, et al. pages 9303-9313; cited on the IDS filed 4/9/01 as 
reference no. 53) that teaches a similar recombination scheme for an adenoviral construct having 
a similar overall structure as the construct of the instant claims (i.e. compare Ad.Insl/3a of 
reference Figure 1 A to the construct of claim 12(a)-(i)). However, the reference differs from the 
recited methods in that the Steinwaerder et al construct does not use AAV ITRs (i.e. the 
constructs are not AAV/Ad hybrids). Nowhere does Steinwaerder et al or Leiber et al suggest 
the use of the particularly claimed AAV/ Ad hybrid of the instant claims or the use of cells that 
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express one or more AAV rep proteins to produce the recited product vectors. Therefore, the 
instant claims are not obvious over Leiber et al or Leiber et al in view of Steinwaerder et al. 

Conclusion 

Claims 11-13 and 20-23 are allowed (now claims 1-7). 

Any comments considered necessary by applicant must be submitted no later than the 
payment of the issue fee and, to avoid processing delays, should preferably accompany the issue 
fee. Such submissions should be clearly labeled "Comments on Statement of Reasons for 
Allowance." 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gerald G Leffers Jr., PhD whose telephone number is (571) 272- 
0772. The examiner can normally be reached on 9:30am-6:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Remy Yucel can be reached on (571) 272-0781. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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